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DETAILED ACTION 
Response to Amendment 

This Office Action is in response to applicant's amendment filed on August 31, 
2006. The objection to the drawings is withdrawn in view of applicant's submission of 
new Figure 5. All previous prior art rejections are withdrawn, but new grounds of 
rejection are made. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 24, 26, 27, 29, 31, 32, 36, 52, 53, and 55-59 are rejected under 35 
U.S.C. 102(e) as being anticipated by Woloszko (U.S. PGPub 2004/0186469 A1). 

Regarding claim 24, Woloszko discloses a method of determining a state of a 
medical device, the method comprising: 

providing a medical device having an indicator printed directly on a portion of the 
medical device (pg. 11, 112 and Fig. 9B), the indicator including a chemical capable of 



undergoing a color change when exposed to a particular environment, and the indicator 
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is configured to change color after a single exposure to the particular environment (pg. 
11-12,11114, 116); and 

viewing the medical device to determine if the indicator has changed color due to 
exposure to the particular environment (pg. 11-12, H 1 14, 1 16 and Fig. 9B). 

Regarding claim 26, Woloszko further discloses that viewing the medical device 
includes determining if there is a symbol on the device (Fig. 9B). 

Regarding claim 27, Woloszko further discloses that the particular environment 
includes a chemical, since the device changes color in response to a rise in tissue 
temperature. 

Regarding claim 29, Woloszko further discloses that the particular environment 
includes radiation, since heat comprises radiation. 

Regarding claim 31, Woloszko further discloses that viewing the medical device 
includes determining if the indicator is a different color than the portion of the medical 
device (pg. 12, U 1 16). Since Woloszko discloses that the indicator may be invisible 
unless the device is at a specific temperature, Woloszko inherently discloses that 
viewing the medical device includes determining if the indicator is a different color than 
the portion of the medical device. 

Regarding claim 32, Woloszko further discloses that the medical device includes 
a plurality of indicators and viewing the medical device includes determining if any one 
of the plurality of indicators has changed color (pg. 12, If 116). 

Regarding claim 36, Woloszko further discloses that the indicator is stationary 
relative to the device during the color change (Fig. 9B). 
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Regarding claim 52, see the preceding rejections of claims 24 and 32. 

Regarding claim 53, Woloszko further discloses that a first of the plurality of 
indicators is configured to change color when exposed to a first environment and not 
change color when exposed to a second environment different from the first 
environment, and a second of the plurality of indicators is configured to change color 
when exposed to the second environment and not change color when exposed to the 
first environment. Woloszko discloses that of a plurality of thermochromic temperature 
indicator numbers, all numeric values other than that indicative of the actual 
temperature condition may be invisible (pg. 12, If 116). 

Regarding claim 55, see the preceding rejections of claims 31 and 52. 

Regarding claim 56, see the preceding rejections of claims 24 and 52. 

Regarding claim 57, see the preceding rejection of claim 52 and only the part of 
the rejection of claim 15 that corresponds to Woloszko. 

Regarding claim 58, see the preceding rejections of claims 36 and 52. 

Regarding claim 59, see the preceding rejections of claims 24 and 52. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1, 2, 4, 8, 10, 12, 13, and 34 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Truckai (U.S. PGPub 2003/0216732 A1) in view of Truckai 
(U.S. PGPub 2003/0220637 A1)). 

Regarding claim 1 , Truckai (732) discloses a device to perform a medical 
procedure comprising: 

a medical device 580 (Fig. 25); and 

an indicator 525 produced directly on the medical device, the indicator including 
a chemical capable of undergoing a color change when exposed to a particular 
environment (pg. 13, U 142-143 and Fig. 24), 

wherein the indicator is configured to be substantially the same color as a portion 
of the medical device before being exposed to the particular environment, and the 
indicator is configured to change color after a single exposure to the particular 
environment (pg. 13-14, 1) 144). 

Since Truckai (732) discloses that the thermochromic chemical indicator can 
change from translucent to red, the indicator effectively has the same color as the 
medical device before being exposed to the particular environment. 
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The claim differs from Truckai (732) in calling for the indicator to be printed on 
the device. Truckai ('637), however, discloses creating a thermochromic chemical 
indicator coating analogous to that of Truckai (732) by printing a thermochromic ink 
layer 512 (pg. 13-14, U 145 and Fig. 26). Therefore, it would have been obvious to one 
of ordinary skill in the art at the time the invention was made to have printed the 
thermochromic indicator on the device of Truckai (732) in view of the teaching of 
(Truckai '637) as an obvious way of creating a thermochromic indicator coating that is 
known in the art. 

Regarding claim 2, Truckai (732) further discloses that the medical device 
comprises a handle, a distal end effector, and an elongate portion connecting the 
handle to the distal end effector (Fig. 25). 

Regarding claim 4, Truckai (732) further discloses that the handle comprises a 
ring portion and an elongate portion (Fig. 25). 

Regarding claim 8, Truckai (732) further discloses that the particular 
environment includes a chemical, since the device changes color in response to a rise 
in tissue temperature. 

Regarding claim 10, Truckai (732) further discloses that the particular 
environment includes radiation, since heat comprises radiation. 

Regarding claim 12, Truckai (732) further discloses that the indicator is 
configured to be a different color than a portion of the medical device after being 
exposed to the particular environment (pg. 13-14, U 144). 
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Regarding claim 13, Truckai (732) further discloses that the indicator is produced 
directly on a surface of the medical device (pg. 13, 1J 142-143 and Fig. 24). 

Regarding claim 34, Truckai (732) further discloses that the indicator is 
stationary relative to the device during the color change (Fig. 24). 

Claims 7, 14, and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Truckai (732) in view of Truckai ('637) and further in view of Woloszko ('469). 

Regarding claim 7, the claim differs from Truckai (732) in view of Truckai ('637) 
in calling for the indicator to show a symbol when it undergoes the color change. 
Woloszko, however, teaches using thermochromic indictors that show numeric 
temperature values when they undergo the color change in order to directly indicate the 
temperature on the device (pg. 12, H 116 and Fig. 9B). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to have 
used thermochromic indicators in the device of Truckai (732) in view of Truckai ('637) 
that show a symbol when they undergo the color change further in view of the teaching 
of Woloszko in order to directly indicate the temperature on the device. 

Regarding claim 14, the claim differs from Truckai (732) in view of Truckai ('637) 
in calling for the indicator to include a plurality of indicators. Woloszko, however, 
teaches a plurality of thermochromic indicators in order to indicate multiple temperature 
thresholds instead of just one (pg. 11-12, H 114, 116 and Figs. 9A-B). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to have used a plurality of thermochromic indicators in the device of Truckai 
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(732) in view of Truckai ('637) further in view of the teaching Woloszko in order to 
indicate multiple temperature thresholds instead of just one. 

Regarding claim 1 5, Woloszko further discloses that each of the plurality of 
indicators undergoes a color change different from the other of the plurality of indicators 
(pg. 11-12,H114). 

Claim 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over Truckai 
(732) in view of Truckai ('637) and further in view of le (U.S. PGPub 2003/0036747 A1). 

Regarding claim 37, the claim differs from Truckai (732) in view of Truckai ('637) 
in calling for the chemical to be configured to change to a first color when exposed to a 
first environment and change to a second color different from the first color when 
exposed to a second environment different from the first environment, le, however, 
teaches using a thermochromic chemical that changes from purple in varying degrees 
depending upon temperature to bright pink or red (pg. 2, U 30). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
have used a thermochromic chemical in the device of Truckai (732) in view of Truckai 
('637) that changes colors as claimed further in view of the teaching of le as an obvious 
alternate thermochromic chemical for indicating gradations in temperature change that 
is known in the art. 

Claims 39, 43, and 45-50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Woloszko ('469) in view of le (747). 
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Regarding claim 39, the claim differs from Woloszko in calling for the chemical to 
be configured to change to a first color when exposed to a first environment and change 
to a second color different from the first color when exposed to a second environment 
different from the first environment, le, however, teaches using a thermochromic 
chemical that changes from purple in varying degrees depending upon temperature to 
bright pink or red (pg. 2, U 30). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to have used a thermochromic 
chemical in the device of Woloszko that changes colors as claimed further in view of the 
teaching of le as an obvious alternate thermochromic chemical for indicating gradations 
in temperature change that is known in the art. 

Regarding claim 43, see the preceding rejections of claims 24 and 39. 

Regarding claim 45, see the preceding rejections of claims 31 and 43. 

Regarding claim 46, see the preceding rejections of claims 24 and 43. 

Regarding claim 47, see the preceding rejections of claims 32 and 43. 

Regarding claim 48, see the preceding rejections of claims 43 and 47 and only 
the part of the rejection of claim 15 that corresponds to Woloszko. 

Regarding claim 49, see the preceding rejections of claims 36 and 43. 

Regarding claim 50, see the preceding rejections of claims 24 and 43. 



I 
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Allowable Subject Matter 

Claims 3, 5, 9, 28, 33, 51, and 60 are objected to as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form including all 
of the limitations of the base claim and any intervening claims. 

Claims 16, 18-23, 35, and 38 are allowed. 



Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alex B. Toy whose telephone number is (571) 272-1953. 
The examiner can normally be reached on Monday through Friday, 8:00 AM to 4:30 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda CM. Dvorak can be reached on (571) 272-4764. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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